MHOTONPO®IIHA BOJHALA 3A AKTHUBHO JIEYEHHE “CB. AHHA-BAPHA” AJT

rp. Bapnaa 9000, ayn. “Ilap OceoGoanTen” 100, Tenedon: 052 648 257, daxc: 052 648 241
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IPOTOKO.JI

3a paGoTaTta Ha KOMMCHS 32 H300p Ha H3MBIHUTEN II0 POLEAYPa Ha JIOroBapsiHe 6e3
obsenenne ¢ mpeaMer : "/locraBka Ype3 NepHOAHYHH 3a8BKH Ha JIeKapCTBEHH NIPOAYKTH 3a
ayxaute Ha MBAJIL ,,Cera Anna-Bapua”AJl*

Juec, 28.11.2014 ropm., B w3menHenHe Ha Pemenme Ne 32/13.11.2014 r. u 3amosen Ne
671/28.11.2014 rox. na Manenautennus mupexrop Ha MBAJL ,.CBeta Anna-Bapna”AJl, Komucusra 3a
HPOBEXKJIAHE Ha JOTOBapaHe 1o pena Ha w92 ,a ,, an.2 or 3011, ce cubpa B cheTaB:

Ipeacenaren :
1.]1-p Bennecnae Emicees — nexap -IIHHAYHA (HapMaKoJOTris ¥ TEparus

Ynenone: '

2. Huna I'eopruesa- rilaBHa cecrpa

3. J0Omusna KbcoBa- raBeH cUeTOBOARTEN
4.Cenenmna Bypanu — ¢puHAHCOB KOHTPONHOD
5.1-p Onra TomoBa-Kynaposa,A.1. — IOpHCKOHCYIT

Ha 3aceanuero npuchCTBAT BCHUKH WICHOBE Ha KOMHCHSITA.CHIUIACHO M3WCKRAHHMATA Ha WI1.34 OT
30I1 xBopyMBT H KBATH(pHKAIMATA HA KOMHCHSATA TI0 TIPOLeAypaTa ca Hanuue. [fomrbaHeny 1 noanyucany ca
JCKnapaluuTe, H3UCKBaHyu mo w135, an.3 ot 3011

Ha 3acejaHHeTO He IPUCHCTBAT TIPEJACTARMTENH HA (DHPMU-YIACTHUIIY.

1.KoMHCHATa NPECTHIH KBM pasriiexk/iane Ha odeprata Ha Qupma ,,Copapma Tpetignnar ,, AN
KOATO CHABPIKA TPH 3alledaTaHH IUIIKa. ,
1.KomucHara TIpUCTBIH KBM pasllIckKIaHe CHIBPKAHHETO HA IUMK Nel M ycTaHORM ciepHata
KOMILUIEKTHOCT H peJOBHOCT Ha BHECEHUTE OEePTHH AOKYMEHTH :
1.1, Choucbk Ha TOKyMeHTHTe H HHpOPMANHSATA, CHALPKAMN e B oepTaTa, NOJIHCAH OT
yuacTauka /Ilpniaoxenne Ne2/. - Hanuven '
1.2. AJZMMHHCTPATHRHH CBeNeHMS 332 YHACTHHKA, H3roTBeHM nmo obpaseua (Ilpnaoikenne Ne
3).-Haau4HU
1.3. JHexnapauus no 4147, an9 or 3011 3a oreberBae na oberonrescreara no wi. 47, an, 1,
T. 1, OykBu “a”, 6%, ,B“, ,r* n , 0% 1.2, T.3 1 T.4, an. 2, 1. 5 1 an. 5 or 301l (Hpunexenue Ne 4). -
HAAUYHA '
1.4, Jlexnapanus mo 4n.55, an.7 or 3011 (Ipunoxenue Ne 3).- naruuna
L5, Jexnapanus no w8, an.8, 1.2 or 3011 (Ilpuioxkenne Ne 6).- nanuuna
1.6. Mexmapanns no w56, an.l, 1.8 or 301 (IIpuitosenne Ne 7).-nanuunag
L7. Hexnapanud no w56, an.l, 1.12 ot 301 (Hpunoxenne Ne 8).-nanuuna



1.8. Konmue Ha Joropopa 3a od0c¢AMHEHNE, aKO YIaCTHUKET ¢ obearHeHHe. Koraro B Aoroeopa He
€ MOCOYEHO JHIETO, KOeTO TpPEACTARIsABA YYaCTHHIMTE B OOeAMHEHHEeTO, TpAOBa Na Ce NPEICTaBH M
JOKYMEHT, IOANNCAH OT Juuata B o0eIMHEHHETO, B KOHTO CrnemBa Aa € I[IOCOYCH NpeNCTABNISBAIIMST
00eTHHEHHETO. - HENPUNOHCUM

1.9. lokazaTecTBA 32 TEXHHYECKH BB3MOKHOCTH H KBATHPHKAIMS, , KAKTO Che/BA:

1.9.1 CrHceK HAa [JOCTABKHTE, KOHTO €4 SMHAKBH WA CXOJHH HA NpeaMeTa Ha HacToAaTa
[OPBYKA, H3BJIHCHH IPe3 NOCNEIHUTE TPU TONHMHHM JO JATATa HA [oJaBaHe Ha odepTara B HACTOAIIATA
IIponeAypa, B 3aBHCHMOCT OT JaraTa, HA KOATO YYAaCTHUKET € YUPCJCH MM ¢ 3almodHan AcHHOCTTa cH
(IMpunoxenne Ne 9). B crmewska ce MOCOYBAT CTOMHOCTHTE, JaTHTE HA HM3REpLIBAHE, NPSAMETA H
[OJIyYaTeMTe Ha JIOCTABKUTE. - HAtUYen

1.9.2 CriucekbT cneBa ga € IPUAPYKEH ¢ NOKA3aTeNICTRA 32 MOHe TPH H3IBHPIIEHH T0CTABKH,
Karo mokazatencTBo 3a H3MBIHEHA JOCTABKA HIe C& IPUEMAT:

- YOOCTOBEpEeHHE, M3JaJICHO M MOAIHCAHO OT I0Jydarens Ha NOCTAaBKara. Y AOCTOBEPEHHETO
cnesiBa Jia Chjbpika MH{popMalnys 3a CTOHHOCTTAa H AaTaTa Ha JOCTABKATa/ZIOCTABKUTE, YHETO M3BHLPIIBAHE
yJIOCTOBepABA. Y JOCTOBEPEHHETO C€ IPEJCTaBi B OPHIHHAI HIH YSTIHBO 3aBEPEHO HA BCAKA CTPAHHIA
KOIIHE; - HATUYHU

HIH

- 9pe3 I0COYBaHE Ha NYONUUeH PErHCTHP, B KOHTO ¢ myOnukyBana mHGOpPMAIHS 3a BKIIOYEHA B
CHHCHKA AOCTABKA.- HERPUIOIHCUM

1.9.3. Korato y4acTHHKET He € TIPOH3BOJIHTEI Ha MPEATATAaHWTE NIEKAPCTREHH IIPOJIYKTH , CJIE/IBa
Jia TIPEJICTARH JOKYMCHT B OpHTHHAN HIIH HOTapPHAHO 3aBCPEHO KOMHE OT [POH3BOJMTENS , UM OT HETOB
opunmanes npelcTaBUTEd 3a DBiIrapus, yIOocTOBEpABAL] NPaBOTO MY 3a IpoJaxkba Ha TCPATOPHATA HA
PenyGimxa Boinrapmsa. Tosa moxe ma Oblle HOroBop, OTOPH3AWHOHHO MHCMO HIH IPYT JOKYMEHT.-
nanuqnu He ca npeocmaeenu 0oKymenmu no Homenkiamypu Ne 5, 23, 24, 26, 30

1.9.4. 3aBepeHo OT y4acTHHKA KOIIHE Ha pa3pelleHHe 3a THPTOBUS Ha ¢/IPO ¢ JICKAPCTBEHHU TIPOAYKTH
ot UAJ], m3paneno no pena Ha wi. 202, BEB BpE3Ka ¢ wi. 195 ot 3JIIIXM. - nanuuno

1.9.5.3aBepeHo OT yYacTHHKA KONHE Ha HAHIICH3MA 33 THPrOBHS ¢ HAPKOTHYHH BEHIECTBA 3a
OomaMyHa yuorpeba, ceraacHo 4wi.32 or 3KHBII — B npuioknMuTe ciayqan.- HAIHYHA

1.9.6. Cnucek Ha nHMnara, OTFOBApAIIM 3a H3IbIHEHHe HA mophukata (Ilpmao:xkenme Ne 10). —
HATUYEH

1.9.7.Ceptuduxar SO 9001:2008 mnu exBHBaNeHTEH 3a BHeJApEHA CHCTEMa 3a YIpaBIiCHHE Ha
KaueCcTBOTO HA YYACTHHKA - KOIIHE, 3aBEPEHO OT YYACTHUKA, _

1.9.8. Jlexnapaiyast — ¢poK HA FOJHOCT Ha IIPC/UIATAHKUTE JeKapeTBeHH mpenapatu (IIpunoxenne Ne
11).- vanuuna

1.10. HoTtapuaiHo 3apepeH0 IMhJIHOMOUTHO HA JHMIETO, MOMUHACBAMO odeprara (opueunan) —
upeacraes ce, xoraro odeprara WM HAKOH NOKYMEHT OT HeA HE € MOJNHCaHA OT YIPaBNABAIOHA H
IIPEACTARIABAI YYACTHHKA CHINACHO AKTYANHATA MY PETHCTpalHs, a OT H3PHYHO YIBIHOMOINEGH HETOB
upegctaBuTen. [IBIHOMOIMHOTO cllefiBa Aa CHABLPXKA BCHYKA JAHHH HA JHOara (YIBJIHOMOLUIEH H
YIBIHOMOOINTEN), KAKTO H H3PHYHO H3SABICHHE, Y€ YIBIHOMOINECHOTO JIMLE HMA MpaBo Ja IFOIIHIIC

oeprara H Ja IpeJICTABABA YYaCTHHKA B IPOLENYPATA.- HALUYHO

2.KOMHCHSATA TIPECTHIH KBM pPasTiCKIaHe CHIBD/KAHMETO Ha IUIMK Ne2 H YCTAHOBH CJIEIHATA
KOMITIEKTHOCT ¥ PEJIOBHOCT HA BHECCHUTE O(EPTHH TOKYMEHTH :

21JLmk Ne 2 ,JlperiokeHue 33 u3nbJHEHHE HA nopepuIKaTa”®, B KOHTO ce¢ IocTaBd
TEXHHYECKOTO MPEJIOKEHHE 33 H3ITRIHCHUE Ha MOopbyIKara Ha yuacTuuka (IIpumoxenna Ne 12 u Ne12.1) -
HaIuYHY

3 Komucusara TOPUCTBIIM KBM pasrieiiaHe ChABDKAHHCTO HaA INHK Ne3 u YCTaHOBH cne,uﬁa’ra

KOMIIICKTHOCT H PEIOBHOCT HA BHECCHHUTE OQEPTHH JOKYMEHTH :
3.1.0Imux Ne 3 ,IIpeniarana nena”, KOHTO CHABLPIA LEHOBOTO NPEMIOKEHHE HA YYaCTHHKA

(Ipuno:xkenns Ne 13). B npeanoxenara neHa TpsOBa 1a Ob4aT BIUIFOYSHH BCHYKH Pa3XoH Ha yYaCTHHKA 34
H3BLPIIBAHE HA JOCTABKATA, MHT4, JAHBIH, TAKCH, TPAHCIIOPTHH Pa3sXxoiM , TPYAOBH pa3XxoAH 3a AeHHOCTHTE

2



{0 M3I'BIHEHUE HA NopbukaTa. KnM HeHoBaTa odepra TpsadBa Aa 6bIe NPHIOKEH B ONTHYEH HocuTen - CD
wan DVI) ¢ neHobaTa odepTa Ha YIACTHHKA.~ HATHYHU

Bw3 ocnopa Ha ImpopepcéHaTa KOMINICKTHOCT Ha HOKYMEHTAIHATA 34 y4acTHE B IIpOLEAypaTra Ha
4 AOroBapAaHne 6e3 00ABNIEHHEE U opeaBua TOBA, 9€ NPCACTABHTEN HA YHACTHHUKA HE CE ABABA , Komucaara

PE III H:

HpHeMa TaKa IIPCACTABCHHTE INOKYMCHTH Ha YYaCTHHKA H Kiacupa OpCAJIaragdIc 0T HEro
JIEKAPCTBEHH IMPOJIYKTH 110 KpHTepHﬁ 5. HaH —HHCKA HeHa” CIPAMO TIPCIUIOKCHHAATE HA APYTHTC YIACTHHIIH.

eB — JieKap -KIMHUYHA PapMaKkoIorus B Tepanus

......................................

2.Huma I'eoprucsa- rioasia cec‘a‘pa%{/

3.JOmrsaa KecoBa- riaseH cuefoBOAMTESIE

-----------------------

ot s

»Coapma Tpelianar LAl
..................................... /HE MIPHCHCTBA YYaCTHHK/

JlaTa Ha encraBane: 28.11.2014 r.



